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D E R M A G R A F T a  Human Fibroblast-Derived Dermal Substitute 
Essential Prescribing Information 

Numbers in parentheses ( ) refer to sections in the main part of the product labeling 

Device Description 
DERMAGRAFTO is a cryopreserved human fibroblast-derived dermal substitute. ( I )  

Intended Use / Indications 
(2) DERMAGRAFT is indicated for use in the treatment of wounds resulting from Dystrophic 
Epidermolysis Bullosa (DEB) 

Contraindications 
. DERMAGRAFT is contraindicated for use in wounds that have signs of clinical infection. 
. DERMAGRAFT is contraindicated in patients with known hypersensitivity to bovine products, as it 

niay contain trace aniounts of bovine proteins from the manufacturing medium and storage 
solution. (3) 

Warnings 
None. (4) 

Precautions 
Caution: Do not use any topical agents, cytotoxic cleansing solutions, or medications (e.g., lotions, 
ointments, creams. or gels) on an ulcer being treated with DERMAGRAFT as such preparations niay cause 
reduced viability of DERMAGRAFT. 

Caution: Do not reuse, refreeze, or sterilize tlie product or its container 

Caution: 130 not use tlic product if there is evidence of container- d a n i a y  01- if tlie date and time 
stamped on t l ie shipping box lias expired. 

Caution: 130 not use I I I ~ ~ I I M A G R A I ~ I '  after t he  expiration date 

Caution: The product must reniain frozen at -75°C 3 10°C continuousl), un t i l  ready for use 

Caution: DERMAG RAFT is packaged with a saline-based cryoprotectant that contains 1 0 O i O  DMSO 
(Diinetli~~lsulfoside) and bovine seruni. Skin and eye contact with this pacckaginz 
solution should be avoided. 

Caution: Always thaw and rinse product according to the Preparation for Use instructions to 
ensure the delivery of metabolically active, living cells to tlie patient's wound. 

Caution: To ensure the dc.livery of nietabolically active. living cells to t l ie patient's tvound do not 
hold DERhlA(;RAFI' at rooiii tcniperature lo[- iiioi-e tl ian 30 iiiinutes. After 30 minutes, 
tlie pi-oduct should be discai-ded and a neiv piece tliawed and pi-epared consistent {vitli 
Pi-el'"[-atiori foi- Use insti-uctions. ( 5 )  

Adverse Events 
(6) 

h4aiiitainiiig D e \  IW l:ffectlueliess 
IIERMAGRAI~I' m u s t  be stor-ed coiit~iiuousl), at -75°C' 4 10°C. Dl31:MAC;RAIT n i ~ s t  be tha\\,ed and 
r insed according to [lie Preparation foi- Use ins[i-tictioiis. Aftci- t h e  in i t ia l  application of III~IihlAGRAI'~1 
subsequent sliarp dcbi-idemcnt of t l ie ulcei- should continue as iiecessai >' Additional \vound preparation 
should iiiiiiiiiii7.c disrup[ion 01- ireinoval of pi~eviously i i i i p la i i t cd  ~ ~ I ~ I ~ h I A C ~ I i A I ~ T  ( 13) 
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Patient Counseling Information 
After implantation of DERMAGRAFT, patients should be instructed not to disturb the wound site for 
approximately 72 hours (three days). After this time period, the patient, or caregiver, should perform the 
first dressing change. The frequency of additional dressing changes should be determined by the treating 
physician. Patients should be given detailed instructions on proper wound care so they can manage 
dressing changes between visits. Patients should be advised that they are expected to return for follow-up 
treatments on a routine basis, until the wound heals or unt i l  they are discharged from treatment. Patients 
should be instructed to contact their physician, if at any time they experience pain or dis?omfort at the ulcer 
site or if they notice redness, swelling, or discharge around/from the ulcer. (8) 

How Supplied 
DERMAGRAFT is supplied fiozen in a clear bag containing one piece of approximately 2 i n  x 3 in ( 5  cm x 
7.5 cm) for a single-use application. The clear bag is enclosed in a foil pouch and labeled uni t  carton. 

Caution: DERMAGRAFT is limited to single use application. Do not reuse, refreeze, 01- sterilize the 
product or its container. 

DERMAGRAFT is manufactured using sterile components and is grown under aseptic conditions. Prior to 
release for use, each lot of DERMAGRAFT must pass USP Sterility (14-day), endotoxin, and mycoplasma 
tests In addition, each lot meets release specifications for collagen content, DNA, and cell viability 

DERMAGRAIT is packaged with a saline-based cryoprotectant. This solution is supplemented with 10% 
DMSO (Dimetliylsulfoxide) and bovine serum to facilitate long-term frozen storage of the product. Refei- 
to the step-wise thawing and rirising procedures to ensure delivery of a metabolically active product to the 
wound bed. (9) 

Customer Assistance 
For product orders, technical support, pi-oduct questions, reiinbursement information or to repoii any 
adverse reactions or complications, please call the follou.iiig number w~liich is operative 24 hours a day: 
Sinitli 22 Neplie\r.. Inc. 
Wound Manag,emc.iit Divisioii 
Customer Care Centti- 
SOOLS76- 126 I 

Distributed B> 
Smith 22 Neplicu. Iiic. 

Wo u rid Manage 111 e n t D i vis i o 11 

1 1775 Stai-key Road 

Larso. FL 33779- 1970 
r).o. BOX 1970 

Manu f x t  w e d  13) 
Smith & Nephe\\ \i‘ound Managemcrit (La Jolla) 
10933 Nor-tli Tom\ ,  I’incs Road. Suite 200 
1.a Jolla. CA O?0.?7- 1005 

Caution: Federal (U.S.)  law restricts t h i s  device to sale by 01- 011 the oi-der of a pliysiciali (01. propel-I! 
liccriwd practitioner). 



DERMAGRAFP 
Instructions for Use 

HUMANITARIAN USE DEVICE: Federal (USA) law restricts this device to sale, 
distribution and use by or on the order of a physician (or a properly licensed practitioner). i The effectiveness of this device for this use has not been demonstrated. -- 

1. INDICATIONS FOR USE 

Dermagraft is indicated for the treatment of wounds associated with Dystrophic Epidermolysis 
Bullosa (DEB). 

CAUTION: This device should be used only by physicians (and properly licensed 
practitioners) trained in the surgical management of DEB patients, trained or experienced in  

device and prepared to provide patient 

2. PRODUCT DESCRIPTION 

DERMAGRAFTO is a cryopreserved hiuiian fibroblast-derived dermal substitute; it is 
composed of fibroblasts, extracellular matrix, and a bioabsorbable scaffold. DERMAGRALT 
is manufactured from human fibroblast cells derived from newborn foreskin tissue. During the 
manu fac t u r i i i  g 13 ro ce s s . the h i i  man fib ro 17 1 as t s are seed cd onto a b i o a b so rbab I c po 1 y g 1 act i n 
mesh scaffold. The libroblasts proliferate to fill the interstices of this scaffold and secrete 
human dermal collagen. niatris proteins, growth factors and c>rtokines, to create a 
tlii-cc-dimensional human dermal substitute containing metabolically active, li\.ing cells. 
D E R M  AG I<A I~T does not c o  11 t ai n mac Io phages. I y m phoc y t es . b I ood vesse 1 s. or ha i r fo I I i c I es . 

The human iibrnblast cells arc fi-on1 a qualified cell bank, \\4iich has been estensi\relj, tested 
h i -  ani 111 a1 v i ruse s . ret ro\z i ruses . ce I 1 morpho I o g y , k ar y o 1 o gy . i soenzy me s , and tumor i genic it 1. . 
Reagents used in the manufacture of DERMAGRAFT are tested and found free from \iruses. 
ret ro vi ruses, e lido t o s i 11s. and m y  co p I as ma be fore us e. DE RM A G RAFT is manufactured 1I.i t 11 
sterile components under aseptic conditions within the final package. h i o r  to release for use. 
each lot of DII l~~1.4GR.AI~l’  must pass IJSI’ Sterilit!, ( 1  4-day). endotoxin. and mycoplasma 
tests. I n  addition. each lot meets release spccilications tor collagen content. DNA. and cell 
\jiabilit>a. Maternal blood sera are tested f o r  e\fidence of’ inlcction \\.it11 human 
iriiiiiunodeficjenc\. virus type 1 (IHIV- 1 ). humaii immunodeficiency virus type 2 (IHIV-2). 
hepatitis B virus. (I-IBV), hepatitis C virus (HCV), syphilis, human ‘I’-lympliotropic \.irus tJ‘pc 
1 (ITTLV- 1 ). and found negative foI the purposes of donor selection. During subsequent 
screening of’ the tihroblnst cell strain at \ ai-ious s t a y s  in thc mnnufacturing process. testing h i -  

these same \.iriiscs. as  \\ell as Epsteiii-lkirr \.irus (I:il3\,’) and h r i n i a n  ~ l ~ - l ! ~ ~ i i ~ ~ l i ~ ~ t r ~ ~ ~ ~ i c  \ irus t \  pc 
2 (IITLV-2). is carried ou t  and li)und to  he negati\.c. 



3. CONTRAINDICATIONS 

0 DERMAGRAFT is contraindicated for use in wounds that have signs of clinical infection. 

0 DERMAGRAFT is contraindicated in patients with known hypersensitivity to bovine 
products, as it may contain trace amounts of bovine proteins from the manufacturing 
medium and storage solution. -. 

4. WARNINGS 

None. 

5.  PRECAUTIONS 

Caution: Do not use any topical agents, cytotoxic cleansing solutions, or medications 
(e.g.. lotions. ointments, creams. or gels) on an ulcer being treated \+it11 
DERMAGRAFT as such preparations may cause reduced viability of 
D ERM AGRA FT. 

Do not reuse, refreeze, or stcrilizc the product or its container. 

Do not use the product if there is evidence of container damage or if the date 
and time stamped on the shipping box has expired. 

[ l o  not use 1 l I ~ I ~ M A G I ~ A l ~ ' I ~  after the expiration date. 

'l'hs product must reniain I'rozen at -75°C' 3~ 10°C con[inuousl~. unt i l  ready for  
use. 

DElU4AGRAlT is packaged \\,it11 a saline-bascd cryoprotectant that contains 
100/0 Dh4SO (Dimetliylsulfoside) and bovine serum. Skin and e)'e conlact Lvitli 
this packaging solution should bc avoided. 

Al\\-a\'s tha\\. and rinse product according to the I'reparation For Use 
instructions to ensure the delivery of metabolically active. living cells to the 
pat i e 11 t . s wou lid. 

To ensure the deli\.er), o f  iiic[abolicall!, acti\,c. li\.ing cells t o  the patient.s 
\\0~111d do  1iot hold I ~ I ~ ~ I < ~ 4 A G I < ~ I I ~ ' I ~  at r ~ o i i i  [eiiipcratiire for  iiioi'c than 
-30 minutes. Af'tcr 3 0  iiiinutcs. the product should he discarded and a ne\\ piece 
t ha\\ e d and pre pa 1-e d c o 11 si s t en t 1j.i t h I' IT  pa r;i t i o 11 fo r II se i 11 s t riic t i o n s . 

Tlic persist ence o I' 11 I, I< h4 AG II A I T  in t he \\.ound and the long- tcrm safety of' 
this de\,ice i n  epidermolj,sis bullosa has not been established. FThe longest 
coiirse of' therap\r reported for this indication \\'as 25 months. and in\!ol\;cd 9 
separatc de\,ice applications \\-it11 a total o f 2  1 pieces o f  Ill~llh.IAGRAF'1' 
nppliecl. In \ . i \ ,n and in \ , i t r o  testins has tiot i-c\.enlcd ;i tuiiiorigcnic potciiiial f o r  
dermal lilmblast cells contained i n  the dc\-icc. I lo\\-e:\,cr. the‘ Ions-term clinical 
response to these cells in  unl;no\\ n. 

Caution: 

Caution: 

Caution : 

Ca u t io n : 

C R  u t io n : 

Cautio t i  : 

Cautio 11 : 

Caution : 



Caution: The maximum number of DERMAGRAFT applications reported in an EB 
patient was 32 devices applied over a 4-month period. 

6. ADVElRSE EVENTS 

A. Epidermolysis Bullosa -. 

In the series of patients treated for this indication, there was a reported adverse event involving 
a moderate staphylococcus aureus infection in one patient. This was on the right shin 
occurring on the date of device application, and was treated and resolved with the use of 
antibiotics. Infection was a recurring event with this patient but it did not appear to hinder the 
take of DERMAGRAFT applied to other areas. There were no serious adverse events or 
deaths reported. 

B. All DICRMAGRAFT Treated Patients 

A total of 695 patients were evaluated i n  four clinical trials for diabetic foot ulcers; 389 treated 
with DERMAGRAFT, and 306 treated with Control (standard therapy). 111 these four clinical 
studies. t lie nio s t coni ni o 11 ad \/e rse event re po 1- ted i n pat i e ti t s rece i v i  ng DE I< M A G RAFT \vas 
infection of the study wound. I n  tlie pivotal (Phase 111 ) stud!. for diabetic foot ulcers, 17 of 
163 patients (1 0.4%) i n  tlie DERMAGRAFT group, and 27 of 15 1 patients (1 7.9%) in  the 
Control group liad study wound infections. I n  the earlier three clinical studies, 63 of 226 
patients (27.9%) in  the DERMAGRAF1' groups, and 43 of 155 patients (27.7%) in  tlie Control 
groups liad stud!. \\.otriid infections. 

7. C L I N I C A L I N \'[<ST I <; A T  I 0 N S 

Ctironic \$'ourids in Patients witt i  E13 

L)I~IKh/lAGI<A IT \\.as used i n  tlie management of' persistent erosions of six patients \\-it11 

d).stropliic cpidcrmol!~sis bullosa. A total of 34 different bod!. sites \\.ere treated. l k l i  paticnr 
received betiveen 3 and 20 applications of 1)EIIMAC;RAIT applied to between 3 and 12 sites. 
Epidernial co\.erage \vas reported as ranging bet\veen 75 and 100% after 8 weeks of treatment. 

The potential fbr DEIKMAGRAFT to elicit an inimune response \\.as e\.aliiated b), examining 
the baseline and terminal scra of patients enrolled in a clinical trial of the product for the 
treatment of chronic foot ulcers in patients \\.it11 diabetes. I !sing the \Vestern Blot technique. a 
comparison ol' prc- and post-immune patient scr;i did not ii:cIicrite an itiimutiologic response t o  
l ~ l ~ ~ ~ ~ K ~ l . ~ ~ ~ I ~ A l ~ ~ ~ l ~  in  patitiits trcared \\.it11 u p  to S pieces o l ' I ~ t 5 R ~ l , 2 ~ ; R A I ~ ~ I ' .  



8. HOW SUPPLIED 

A. Package Description 

DERMAGRAFT is supplied frozen in a clear bag containing one piece dermal replacement 
measuring approximately 2 in x 3 in ( 5  cm x 7.5 cni) for a single-use application. The clear 
bag is enclosed in a foil pouch and labeled unit carton. 

Caution: DERMAGRAFT is limited to single use application. Do not reuse, refreeze, or 
sterilize the product or its container. 

DERMAGRAFT is manufactured using sterile components and is grown under aseptic 
conditions. Prior to release for use, each lot of DERMAGRAFT must pass USP Sterility 
(1 4-day), endotoxin, and mycoplasma tests. In addition, each lot meets release specifications 
for collagen content, DNA, and cell viability. 

DERMAGRAFT is packaged with a saline-based cryoprotectant. This solution is 
supplemented with 10% DMSO (Dimethylsulfoxide) and bovine serum to facilitate long-term 
frozen storage of the product. RefeI to the step-wise thawing and rinsing procedures to ensure 
delivery of a inetabolically active product to the \vound bed. 

13. s to I-a gc 

I ~ l ~ l < M A G I < A l ~ ~ l  must be stored continuously at -75°C 3 10°C 

C. Shelf Life 

l 'he DERMAGRAl-1' u n i t  carton is marked with the expiration date of the product. Do not use 
the product alter this date. 

0 pen 1j.o u nds ;is soc i at ed \\.it h 1; 13 i de rmo 1 >'si s l3 i i  1 1 osa ni 11 s t rece i adeq iiatc d eh t i  de mcnt . 
Surgical debridenient is generally reser\.cd for  the  gentle removal of non-\.iable tissue. 
Autol!rtic products should be restricted to calcium alginates and h>,drogels and tlic trauma 
a s s oc i a t c d \\, i I h t h e 11 sc o 1' ad h cs i \ c p r o  d I IC t s and f i-o ni nio s t t i l  1-m s o 1' ni ec I1 a n i c a I d c 12 r i d L' ni en t 
must bc a\widcd. .I'Iic resulting \ \ o i i n c i  hed should mcet [tic. clinical criteria for  skin grafting 
p r io r  t o  the use of' D l ~ I ~ ~ ~ l A ~ ~ I < A l ~ ' l ~  (i.e.. clean. granulating \\ound bed) 



week to several months. The decision of how many pieces to use and the frequency of 
application was based on clinical judgement. 

B. 
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Materials Required for Preparation and Application of DERMAGRAFT 

Water batldthawing tub (37°C) with lid -. 
Thermometer 
Sterilized scissors 
Surgical gloves 
Clock or timer 
Sterile normal saline (0.9% sodium chloride) at room temperature 
Permanent ink marker 
Sterilized blunt-end forceps 
DERM A(; RAFT rinsing stand 
Dressing supplies 

C. Preparation For Use 

Caution: 

Caution: 

Do not use DERMAGRAFT aftcr the expiration date. 

Folio\\- all instructions to ensure delivery of metabolically active, living cells to 
the patient's wound. 

Do not use tlie product if there is evidence of' container damage or if the time on 
the shipping box has expired. 

1'1-oduct must reniain frozen at -75°C & 10°C unt i l  ready to t h a \ \ ,  110 not reuse. 
refreeze. or sterilize this product or its container. 

Caution: 

Caution: 

1 . For each I )ERhlAGRAt~ ' f  bag. prepare a ?-Liter \\aler bath or tlinv-ing tub  containing 
2 I.itei-s of\\.ater at 34°C to 37°C. Water tcmpcrature must not esceed 37°C. 

Note: The transfer of DERMAGRAIT from freezer or original shipping container into 
the 34°C to 37°C water bath niiist take no longer than 60 seconds to ensure 
dtrli\.er!J of li\.ing cells to tlie patient's \\.ound. 

110 not tIia\\. tn'o pieces of l l l iRh4AGRAlT in the s;iiiic \\':iter bath a( thc same 
time. 

Note: 

2. Remo\.e the DERMAGRAI-7' box from either the freezer o r  the shippiiig box per tlie 
Storage and Transfer Instructions found in  the shippins box. Close tlie freezer door or the 
shipping box. and then imniediatelj, bcgin the tlia\\.ing process, as dctnilcd helo\\.. 



Note: Do not cut foil pouch with scissors. 

6. Remove the clear bag containing DERMAGRAFT. Do not open the clear bag. 

Note: During the thawing and rinsing steps, touch the outer margins of the bag only and 
avoid touching the areas of the bag that come in contact with DERMAGRAFT. 

7. Within 60 seconds of removal from the freezer or original shipping confainer, completely 
submerge the clear bag in the 34°C to 37°C water. Place the thawing tub lid on the tub 
during the thawing process to keep the DERMAGRAFT submerged. Water temperature 
does not need to be monitored from this point. Allow approximately two (2) minutes for 
thawing. 'The process is complete when there are no visible ice crystals within the clear 
bag. 

Note: Do not thaw longer than three (3) minutes to ensure delivery of living cells to the 
patient's wound. 

8. Promptly remo\'e the thawing tub lid and remove the clear bag from the water. 

9. Handling by the clear bag's outer margins, place the bag into the rinsing stand \\ ithout 
touching the areas of the bag that come in contact with DERMAGIIAIT. 

Note: A t h in  layer of cells i n  addition to the I I lXMAGRAIT may be present inside the 
clear bag. This is a normal result of the manui'acturiiig process. 

I O .  Secure tlic. clear bag inside thc rinsing stand by using the locking clip at the bottom of the 
stand. l , e : i \ ~  the bag i n  this locked position throughout the rinsing procedure. 
Immcdiatcl! begin the rinsing process (Steps 1 1 - 1  4). 

Note: Steps 1 I - 14 should be carried out promptly and \\.ithoiit interruption to ensure 
dcli\.er\. of li\ring cells to the patient's wound. 

1 1 .  Put on surgical g l o \ ~ s  and cut the clear bag open above the cut line \\,it11 sterilized scissors. 

CRU tion: DERMAGRAIT is packaged \vith a saline-based cr)'oprotectant that contains 
1096 Dh4SO (Dimet1iylsiilfor;ide) and bo\% serum. Skin and eye contact wit11 
this packaging solution should be avoided. 

12. Gentll, sqiieezc tlie solid plastic bar to open tlie clear ba2. I'oiii- the liquid out. l ' i l l  the hag 
up to the plastic b a r  \\.it11 room temperature sterile normcll saline. Wait l i l r  f7i.e ( 5 )  scconds 
and then p o c i i -  o u t  the saline. 

14. Iietill the clcai. bag to tlie bar again \\-it11 room tempel-ature sterile nornial saline. \\'ai[ h i  

5 seconds :ind then p o u r  out the saline. ' [he product has no\\' hcen rinsed i times. 

15. Fill the c l c x  has :I 1i)urtIi time with sterile nornial saline and Iiold. I t '  1 ~ 1 1  arc imniediatcl! 
read!, to i i i i p l n n t  the product. hold tlic product in  the saline f o r  a minimum o f 5  seconds 



and then proceed to Step 16. If the patient is not ready or you need to transport the product 
to the patient, then cap the rinsing stand. DERMAGRAFT may be held in saline up to 
30 minutes. 

Note: Do not hold DERMAGRAFT at room temperature for more than 30 minutes to 
ensure delivery of living cells to the patient's wound. After 30 minutes, the 
product should be discarded and a new piece thawed and prepared consistent with 
Preparation For Use instructions. 

Dispose of all liquid, rinsing solutions, and unused pieces of DERMAGRAFT in 
accordance with institution or government environmental regulations. 

-. 

Note: 

D. Application 

Caution: Do not use any topical agents, cytotoxic cleansing solutions, or medications 
(e.g.. lotions. ointments, creams, or gels) on a wound being treated with 
DERMAGRAFT as such preparations may cause reduced viability of 
D E RM AGFU I T .  

16. When ready for application, completely drain the clear bag of liquid. Then release the 
locking clip and remove the bag from tlie rinsing stand. 

17. Holding the clear bag by the outer margins. use a permanent marker to trace an area up to 1 
cm greater than the wound size, at the physician's discretion, onto the bag either directly or 
from a separate tracing of the ulcer. 

18. Using sterilized scissors, cut tlic l ~ l ~ R M A G l < A l ~ ' l '  from the edge of'tlic clcar hag along the 
traced lines making allo\\.ance l,!! creating ;I hnndling tal, to Ihcilitate thc implantation o f  
D E 1 u 4  A Ci IL4 1.Y. 

20. Implant the DL-~Rh4AGRAIT into tlie debrided \vound. co\wing the surface of the \vound 
to just belo\\. the epithelial layer. With sterilized scissors trim the excess handling tab. 

2 1 . Cover tlie \\.ound \\.it11 a non-adherent dressing. Fill. but do not pack the wound \\,it11 a 
dressing that pro\.idcs a moist \\.ound environment. 

22. Bet\veen routine applications of DERh4AGlL4l ' l . .  i t  is important to maintain a moist 
\yo iincl e n\li r o  nnicnt . 



Note: If a dressing change is needed prior to 72 hours, the non-adherent dressing layer 
should be left in place. 

10. PATIENT INFORMATION 

Patients and parents should be counseled regarding basic information about-the condition, 
basic information about DERMAGRAFT, and how the product is used in wounds associated 
with recessive Epidermolysis Bullosa and post-operative care: 

After implantation of DERMAGRAFT, patients should be instructed not to disturb the wound 
site for 72 hours (three days). After this time period, the patient or caregiver should perform 
the first dressing change. The frequency of additional dressing changes should be determined 
by the treating physician. Patients should be given detailed instructions on proper wound care 
so they can manage dressing changes between visits. Patients should be advised that they are 
expected to return to follow-up treatments on a routine basis until the wounds heal or until 
they are discharged from treatment. Patients should be instructed to contact their physician if 
at any time the), experience pain or discomfort at the wound site or if they notice redness. 
swelling or discharge around/from the wound. 

1 1 .  PEEL-OFF LABEL 

T \ v o  pcel-oi'i' labc_.ls are provided on the Dl1~<MAGRAI~~l '  b o x .  One ol'the peel-off labels 
should be remo\-cd and placed on the patient's chart. 'l'his label bears a unique lot niinibcr and 
c s p i ratio I i d a I. c' t h n t \\. i I I fac i 1 i tat e t he co I I ec t io ti of prod tic t 111 o I i i to r i ti 6 i ti li, rni n t i o ti. 

12. CUSTO h l  ER ASS I ST AIVC E 

For product orders. technical support, product questions. reimbursement information or to 
report any ad\.crse reactions or complications, please call the follo\\$ig number \\,liicli is 
operative 24 hours a day: 

Smith R Nephe\\. Inc. 
Woiind h.1 ana gc'iiic'ii t D i \ . i  s io ti 
cus t onicr CnlT Cell t el- 
SOO-S76- 126 '1 



Manufactured By 
Smith & Nephew Wound Management (La Jolla) 
10933 North ‘Torrey Pines Road, Suite 200 
La Jolla, CA 92037-1005 

Distributed By 
Smith & Nephew, Inc. 
Wound Management Division 
1 1775 Starkey Road 
P.O. Box 1970 
Largo, FL 33779-1970 

.- 

Caution: Federal (U.S.) law restricts this device to sale by or on the order o f a  physician 
(or properly licensed practitioner). 


